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Virucidal Efficacy of a Disinfectant for Use on Inanimate Environmental Surfaces

PURPC "~

The purpnee 6f ihis study Is to evaluale the virucidal efficacy of a test substance for regisiration of a fraduct as a
viruclde; The lest piocediire Is lo'siminala the way in which the product is intanded to be'used, This irathod s In-
compllance with the requirements of and may be submiltled 1o, one or more of the following agenoies as Indicated by
{he "Sponsor; 1.5, Environmeantal Protéction Agency (EPA), Health Cenada and Australlan Therapeuiic Goods
Admiristration (TGA), ; .
TEST SUBSTANCE GHAR,  ER " TION , o

Agccording 1o 40 CFR, Parl 1uvw, Subpet F [180.106] test subsiance chafadlerjzalidn as g identily, sirength, putlty,
solublity and compaostlion, as applicable, shall be documented before fts userin ihis sludy, The slabilily of the test
substance shall be delerminiad priorio or concurrendly with this sludy. Perlinent Informalion, which may affact the
outcome of this study, shall be communicated in wriling 1& the Study Direclor upon sample submission to Accuratus
Lah Services. Accuratus Lab Services will append Sponsor-provided Cerlficatés-of Anialysis (C.¢i'A) ia ihs study”
report, if requested and supplled, Characterization and stabllity studies not performed following GLP relstions
will be noted in the Good Laboratory Practice compllanva sfatement. '

SCHEDULING AND DISCLAIMER OF WARRANTY.

Experimental glad datesare generally sthaduled on s first-comefirst-sarva basls once Accuratus Lab Services recelvas
the Sponsor approvedicamipleied pratacol, slgnad fee schedule and corresponding fest substance(s). Based on all
requlred malerlals belng raceived &l ihis lima, (he proposed éxperinjérilal starl dete Is-Seplember 24, 2018, Vesbal
vesulls ingy be'glyen upon-complstion of the study wilth a written report 1 follow on the proposed completion daté of
‘Détober 22, 2018, To éxpedife schatluling, please be sure all recuired ppperwark and teél substance documantzflon
s completalaccurale upor ardval 8t Acsuratus Lab Saivices. '

If & test must be tepeated, or.a porilon of il, because of fallure by Acouralus Lab Services 16 adliers to specified
procedures, [l will be répeated free'of chiarge. If a tast mus! be repeated, -or a partion of i, due {o fallura of Intemal
-conlrals, it will he repeated fide of charge, *Melhods Davelopment” fees shall be assessed, however, If the test
substance andfor {est system require madifications due 1o complexily and difficulty of testing.

If the Sponsor requests a repeat test, they will ba charged for an additional test,

Neither the name of Accuratus Lab Services nor any of Its smployees are to be used in adverlising or other promotion
without writien consent from Accuratus Lab Services.

The Spansor is responsible forany rejeclion of (i fifigl feport by the régulatory agency of lts submission concerning
tepor forniat, pagination, ete: Te pravent refaction, Sponsor should carefully fevigw the Acturalus Lab Serviges
finel repont and natily Accuratus Lab Services of eny parceived deficlencles In these areas hafore submission of the
report to the regulatory agency, Accuratus Lab Services will make reasonable changes deemed necessary by 1he
Sponsor, without allering the leghnioal data,

JUSTIFICATION FOR SELECTION OF THE TEST SYSTEM

Regulatory. agencles require thal-a-spgclfio virucidal claim for a disinfactant intended for usa.on hard surfacés be

*supported by sppropriate sclentific data demonslraling the efitoacy of ihe test substance against (he claimed virus.
Each agency will gccept adeguate dala generated by eny appropriale lachnigue, i support 6f a virucldal efficacy
-clalm. This is accomplisiied by iteatlng the farget virus with the disinfectant (test substanca) under canditions;
which slmulate as closaly as pessible, in the laboratory, the actusl cenditions- under which the disinfectant s
deslgred to be used, For disinfeclant products |nfended far use on hiard surfaces (dry, hanimate envifanmental
surfaces), a-Garler method |s used In the generation of the supporling virologicel data. The Wi-38 call line, which
supports the growlh of the Humian Goronavirus, Wil be used in this study. The experimental design in this protocol
mests these requirements, '
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JEST PRINCIPLE

A fllm of virus, dried on-a glass surface, Is exposed lo the lest subslance for a specllied exposuré tima. Atthe end
-of the exposura lime, ihe virucidal and oylotoxic acliviiles are remaved from the virus-test substance mixlure, and
Ihe mixiure Is assayed for virm! Infectivity by an acceptéd assay method, Appropriate virus, test subslance
cytotoxiclly, and neutrallzation controls are run concurrenily,

STUDY DESIGN
Dried virus fims will be prepared in paraliel and used as follows:

The appropriate number of flims for each batch of test substance assayed per exposure fime requestod.
The appropriate number of films for virus control titration (titer of virus after drylng) per exposure time requested.

The Inoculated cafrlers are exposed fo the test substance for the Sponser specified exposure lime. At the end of
the specified exposure flme, resuspended virus-test sulisiance mixtures will be detoxified and made non-virucids)
by immediataly adding the contents to a Sephadey gel filtrallon column follawed by 10-fold seilat dilutions in test
medium. - Each diltlon ls inoculated into Indleator cell cultures, The resuspendad virus-contral fim afid each batch
of tast substance alone wiil be treated in exactly the same manner. For analysis of infaclivity, cultures will he held
for the appropriate Incubation period at the end of which fline-cullurés will be scored for the presence of the test
virus. Culluyes will be monitored at that time for cell viskilily. Uninfected indicator.call cultures will be- carrled in
parallel and.simllaly monitored. Foranalysis of cylotoxiclty, the viabllity of euliures inosulaled with ditulions &f each
test and oytoloxigity control wiil ba détérmined, In:addillon to the sbove titratlons for infeotivity.and cylotoxidlty, the,
resldual viructdel activity of the test subsiance after fellrglization'will be determined by adding a-low titer of stock
virus to each dliution of the fest substance (cytotoxicily conlra! dilutions). The iesuliing mixlures of dilutions are
assayed for Infectivity In order to determine the dilution{s) of lest substance .l which virucidal activity, If any, ls

retained.

VIRUS
The 229E straln of Huian Cofonavitus g be used for this study was oblalned from the Amrican Type Cullure

COIIeollon. Manasgas, VA (ATCC VR- :mo) Slock virte Is prapared by collecling the supematant cuiture fluld from
76-100% Infecled cufture cells, The cells are disrupled and cell debris removed by centrifugalion. The supamatant
i removed, aliquotéd, and the high titer slack virus may be stored at <-70°C undli the day of use. Alternate methods
of viral propagal[on may ba ullized based on the growlh requlrements of the virus. The propagaion fethod will be
specified in the raw dala and Iy the reporl, On the day of use the appropriate number of aliquats are remaved,
thawed, combined (it -applicable} and mailntdined at a remgeraied temnperalure unill used In the assay. "Note: 1f the
‘Bponsar réquests an grganic sofl load challangs, fetal bovirnie serum (FBS) of the reques!ad rganic soll will e
‘Incorporated into the stack virug aliquot. The slack virus afiquet will be adjusted o yield the percenl orginic soll

load requested.

INDICATOR CELL CULTURES

Cultures of WI-38 (human lung) cells were originally obtained from the Amerlcan Type Culture Callection, Manassas,
VA [ATCC CCL-T.’) The celis aré propagated-by Acclratus-Lab Servioes persannel. The cells are seeded Into
miuiiwsh éall cuilluré plales and maintained at 35-38°G In a humldified atmosphere of 6-7% COz. The confluency of the
cells will be sppropriate for the lest virus. -WI-38 calis obtalned from an alternate, reputable soutce may be used. The
source of the celis will be specifiad In the final report,

All cell culture documentation Is retained for the cell culiures used in this assay with respectte source, passage number,
growlh characteristics, seeding densities and the general condlflon of the cells,
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JEST| /.

The te., \,sewwnn used for this assay is Minimum Essential Mediurn (MiEM} supplemented with 0-10% (v/v) heal
Inaclivated fetal bovine semn. Tho medium’ may #lso be supplamented with one or more of the following: 10 pgimL
gentamiein, 100 units/mL penlgiiin, 2.5 pg/ml ampholarioln B, 1.0-2.0 riM L-glutamine, and 0.6 ~ & pgiml. trypsin. The
‘cainposifion.of the lest medium may be'attered based on the virus and/ar cells. The compasition of the medium will be

specifled in the raw data and In thé report.

PREPARATION OF TEST.SUBSTAI
The dilutlon 6f test substancels) will be used as recommendad by the Sponsor. The product will be pre-equiiibrated

{o tha deslred tast temperature If applicable,

PREPARATION OF VIRUS FILIL_
Fils of viras will be' prapared by spraading 200 L of virus inocufum uiiformiy aver the boltom of the apprdpriate

numberof 160 X {6 mm steflle‘glass: petsi dishes (withou! touching the sides of the petr dish). The virus will be alr:
dried at 10°C-30°C untll Visibly diy (220 minutes), A callbrated timer will be used! for timing the drying. Tha drying
condifions {temperature and humidity) will be appropriate for the test virus for the purpose of abtaining maximum
survival following drylng. The actual drylng conditlons, drylng time and calibrated timer used will be clearly
documented.

One dried virus fllm per batch of test substance will be assayed unless otherwlse requested.

IEST METHOD

Preparation of Sephadex Gél Flitraflon Columns .
To raduce the cyloloxié [evet of thie virus-esl substance mixture pricr {o assay of virus, apdior to reduce the virucidal
level of the tast substance, virus |z separated from fhe test sLibstance b{ar firdiflon through Sephadex gel,. The type of
Sepliadex used will be specified In the final report. On the day of (esling, Sephadex -columng “afe prepared by
cenlrifuging the prepared Séphadex gel In stérlle syrlnges for lhree minules to clearthe vold voluine. The columns aie
now ready to be used in the assay.

Input Virus Control
on the day of tesling, the stock virus ulilized In the assay will be titered by 10-fold setial dilutlon and assayed for

Infectivily to detarmine the starting tifer of the virus. The results of this contro! are for informatlonal purposes only.

Treatrnent of Virus Films with the Test Substance

Far each batch of test substance assayed, the appropriate number of drled virus films are individually exposed lo a 2.0
mL aliquot of the use-difulioh &f the lest substance (llquld products), or to the amount of spray released under use
condiflons (spray praducts). and held covared for the-gpeciiled exposure tlma(s) and temperature, A callbrated timer
will ba uged for fiming the exposure, The aclual temperature wilf be recorded. Just prior to the end of the axpasure
time, the platés are individually seraped wilh & tell scraper.to resuspend the contants and at the eid of the exposure
time {he virus-lest substancé mixlures ere Jnimadialgly passed (hrougf Individual Sephadex columns ulilizing the
syringe plunger in-arder to deloxify the mifxlure. The filleale (10 dilutlon) Is then titéred by serial ditulion and assayed
for Infaglivily &ndfor cylotoxitity, To further ald In {he rémoving of the cylotoxic efeqls of the tast sibsiance tohe
indleator cell cifluras, indfvidual dilillons may b passed through additiona! Individual Sephadex columns,

Treatment of Drlad Virus Cantrol Film

The appropriste number of yirds films are prepared as dsscritied previously for-each éxposure fime assayed, The viius
control fiims are run in paralie! 1o the test vipus but a°2.0 mL aliqust of test medium |s added In liay of the'tgst subsiance,
The virus conlrol filma are held covered ‘and exposed o ) tést inadium for the same exposuse ima and at the sams
«exposlre tamparalure as tha test fiims are exposed to tha test substance. A calibrated fimer will be used for timing the
exposure and tha aslual lemperatwe wil be recorded, Just prior to the end of the exposiste tme, fhe Virus firhs are
individually scraped as préviously déscribed and at the'end of the ‘xposure Iime the mixtures are immediately passed
through indlvidual Sephadex colimns wiizing fhe syinge plunger, The fillrate (104 ‘dllulion} Is then lilered by serial
dilullon and assayed for infealivily. 1f addiional Sephadex calimns wére used 1o furltief reduce the cytotoxic effeats ln
fhie 1231 substance assay, the sanie dilullans ¢f the virus control will be passed through additional Individual Sephadex

columns.

"
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Cylatoxicity Goritro!

A 2.0 mil aliqual of each batch of test substance (ﬁquld products) or the amount of the test substance recovered
when sprayed onto a staille pelrj dish (spray prothicls), Js filtered through a Sephadex column ufilizing the syringe
‘plunger and tha filtrate is diiuted sedally I medium and inoculated into cell cullures for mssay of cytoloxiclty
‘saficurrently With the virus Gontrol and test substance-ireated virus samples. For spray producis, the cytefoxicity
control will bie hild covired for Ihs longest raquesied exposure fime at the requested exposure teraperature. A
calibrated timer wiil be used for timing the exposure. If additlonal Sephadex columns were used to further redyce the
cytotoxic effects In the test substance assay, the same dilutlons of the cytotoxicity control wlll be passed through
additional Indlvidual Sephadex columns.

Assay of Non-Virucidal Level of Tas{ Substance (Neutralization Conirol)

Each ditution of the neutrallzed test substance (cyfotoxicity contiol dilutioris) will be challenged with an afiguot of low
fiter stock virus to determine the dilution(s) of test substance af which virucidal aclivity, if any, is retained, Dllutions that
show virucidat activity will not be considered I determining reduction of the virus by the test substance,

Using the oyla!nxloﬂy confrol dilullons prepared ahove, an addifional set of ndicator &8/l cullires will be ingoulated
with a 100°L aliquot of each dijution In quatiuplicate, A 100 plLaliquot of low titer slock virus will be Inoculated
Into gach cell-cullure wal arid fhe iindicator gell dultirds will be incubated along wilh the testand virus contral plales,

Infectivity Assays
The Wi-3A cell ne which exhiblfs cytopathlc effect (CPE) in the presence of Human Coronavirus, will be used as

the Indicator ce! e in the infectivity assays, Cells in multiwell culiure dishes will be inoculated In quadruplicate
with 100 pL of e dilutions prapared from test and contrgl groups. Tha Inpit virus control Wil be Inoculated In
duplleate, Uninfecied indicater ~all.oultures (cefl controls).will be'inoculated wilh test mediurn along; “The cullires
are incubated at 31-35"C v+ smidifled atmosphere of 57% COz in sterile disposable cell cullure labware for
approximately ten days. Parfomcally throuighout hie inculialiah time the oultures wiil be microscopleally observad
for the-absence or presence of CPE, cylataxicily ahd {of viability, The observations will be fécorded an the raw data
workstieals; anly the results from the Tinal observations will be reporiad.

DATA ANALYSIS

Calculatlon of Titers _
Viral and cytoloxieity titers wilt be expressed as -lagie of the 50 parcant titration endpoint for infectivity {TC1Deo) or

cytotaxiclty (TCDao), respeciively, as calculated by the method of Spearman Karber,

- Logof Istdilutionfnoculsted — [[{ Sum of % mortality af cach ""“"“")— o.s]x (logarithm of dilution)]

L 100

Calculation of L.og Rediiction
Dried Virus Conlfo! Lagta TCIDso — Test Substance Logi TCIDse = Log Reduction

If mulliple drlc~ “irus confrol replicales are performed, the average titer of the repllcates wiil be calculated and fhe
average filer\  oe used fo calculate the Jog radutlion in viral fiier of the Individual test replicates.
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PROCEDURE FOR IDENTIFICATION OF THE TEST SYSTEM

The speciallzetl virugidal festing séctlon of Accuratus Lab Servises ‘malntaing Standard Operaling Progedures
{SOPs) selafive o virugidal efficacy tesling studies, Virucidal efflaacy lesting Is performed in sirit adhererice to
{hese SOPs which have been consinicted to cover all aspecls of the wark Ineluding, but not imited to, recelnt, log-
In, and racking of blologlcal reagerits Including virus mnd céll stocks for purposes of identification, recelpt and use
of chemical reagents Including cell culture medium componerits, alc. These provadurés are desigried to document
each step of virucida) efficacy tesling sludles, Apprapriale references -fo medium, bath number, élc, are
documented in the raw data collected during the course of each sludy, ‘

Addiltonally, ath virugldal offlcacy lestis asslgnad a unigue Project Number when fhé Sttidy Director initlales the
protacol forthe study, This fiimiber ts Used for ideniification of the lest cullure plates, ete: durlng the course 6f the
tesl. Tesl-cuiture.plates are also labeled with teférénce lo the tst virus, experimental starl date, and fest prodict,
These rieasdres are designed lo documint the Ideritily-of the test system

‘METHOD FOR CONTROL OF BIAS: N/A

SYUDY.ACCEPTANCE GRI' A
-Only the applicable acceptance drltérta and references for the regulatory agency reviewing the data wifl be included

in the final report,

U.S. EPA, Health Canada, and Australian TGA Submission

A valith tesi requires 1) that at least 4 logip of infectivily be recovered from the dded virus cantral film; -2} that when
‘eytoloxicity Is avident, t léast a 3-lag reductlori n tiler Is demonstrated beyand the cylotoxic fevel; a) that the ¢elf
contrels be negalive for Infectivity. IFany of the previous raguiramenis are not met, the test may be repaated under
the current profocal number. Note: An efficacious product mus! demonstrate complele Inactivalion of tha virus at

all dilutions.

If the test substance fails to meet the test acceptancs cilteria and the dried virus conirol faila to meet the contral
acceptance criteria, the study Is consldered valid and no repeat festing s necessary, unless requested by the
Sponsor.

If any portlon of the protocol Is executed Incorreclly warranting repeat testing, the test may be repeated under the
current protocol number.

FINAL REPORT

The reparl will include, bul not be iimited to, fdentification of the sample and dale recalved, dates on which the test
was Inillated and complated, Identiiication of the virus siraln used end composifion of the Inoculum, description of
cells, medlum and reagenls, descripnun of lhe methods employed, tabulated resulls, caleulated llters for Irfeclvity
and cytotoxiclly, and aconcluslon as It relsles to thé purpose of the test. A drafi reporl may be requasted by ihe
Sponsor. The final report will ba prepared ance the Sponisor has reviewed the drdfl report and notified the Study
Direcior to complete the study,

PROTOCOL CHANGES

IF Il becomes nacessary to make changes in the approved protocel, the fevision and reasons for change will be
documented, reporled ‘to the Sponbsor and will become 3 part of the paranent fi & forthat etudy. Sitilarly, the Sponsor
will be nolified &s soon as possible whenever an event ocours that may have'an effact on the validity 6 the study,

TEST SUB ™~ NCE RETENTION
Test substhnya reténtlon shall be the responsibliiy of the Sponsor. Unused teat substance will be discarded

following study completion unless otherwise requested.
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Study Specific Documents

All of the orlginal raw data developed excluslvely for this Sludy shall be archived al Accuratus Lab Services for a
minimum of five years for GLP studies or a minlmum of six monihs for all other.studles following the study completion
date, After this time, the Spohsor {or the Spohsor Representative, if applicable) wili be contacted to determine the
final disposition. These origlnal data include, but are not limited to, the following:

1. Al handwrliten réw data for control and teslt substances Including, but not fimited ta, notebooks, data
forms and caloulations,

Any protocol amendments/deviation nofifisationa,

Allmensured data used In formulating tha final report.

Memoranda, specificatfons, and other study speolfic correspondsnce relating fo Interprafatlon and
evaluation of data, other than those documents contained In the final study report,

5. Original signed protocol.

6. Certifled copy of the flnal study report.

7. Study-speclilc SOF deviatlons made during the study,

S

Facllity Specific Documants

The following records shall also be archived at Acouratus Lab Services. These documents Includs, but are not
limited to, the followlhg:

SOPs which pertain to the study conducled.

Non study-speciflc SOP deviations made during the course of this study, which may affect the results
obtalned during this study.

Methods which were used or referenced in the study conducted.

QA reports for each QA Inspection with comments,

Fadillty Resords: Temperature Logs {(ambient, incubator, ete), Instrument Logs, Calibration and
Maintenance Records,

Current currlculum vitae, training records, and job descriptions for all personnel involved In the study.

PROPOSED STATISTICAL METHODS: NiA

RS
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STUDY INFORMATION
(Al hlanie saa!fons are voslfied by tho Spoprsor or S‘wonsorﬁoyasen{aﬁvn as linked fo ikl rs.fqnamm, unless.affiorwiss noted.) .
T e ber .
:G 3 - GLP-Efiicacy Todllng, ek~ ~~~ Ba
(C.....3-BLF gy Tesling, e Bs ]
1 - Tower certhw imft (LCL) for cie v JESE{D- s on your labig 1 forreglstration.
Product Description
¥ Quaternary ammonta O Peracetic acld (1 Sodium hypochlorlte
Q1 lodaphor 0 Peoroxide 0 Olhsr,
Approximate Test Substance Active Goncentratlon (upon submisslon to Accuratus Lab Services):
0.912%
(Thisvalue Is usad for neutralizafion planining only, This value ls-ttol infendad fo rapresent ciaraclorizellon valuas,)
Storage Conditions Hezards
Room Temparature Q None known: Use Standard Precautions
0 2-8°C o] Materla) Safety Data Sheet, Aftached for each product
O Other a As Follows:
Product Preparatfon

0 No diutlen required, Use as recelved (RTU)
M *Didlioh(s) fobe tested: 4 an 1 b“'\L
=453 1.3, defined as 377k +

“(example: 1 oz/gailon) {amount of test substance) (amount of diluent)

0 Delonlzed Water {Fllter or Autoclave Sterillized)
O Tap Water (Fllter or Autaclave Sterllized) - All tap water Is softened; the water hardness for the bateh of ftap

watar used will be delermined and reported,
[ AQAC Synthetic Hard Water: 400  PPM
Q Other,
*Note: An equivafent difufion may be made unlfess otherwise reguested by the Sponsor,

Test Virus: Human Goronavirus

Exposure Time; & minutes
Exposure Temperaturs: [ Room temperatire (o ba based on regulatory agency of submission)
Q Other, °C (plegse spechy range)

Directlans for application of aerosolfspray products:
[  Spray instructions are not appllcable.

Trigger spray application:
Q  Spray carners using 3 sprays, or until thoroughly wet, af a distance of 6 to 8 Inches.

Q Spray carders using sprays af a distance of fo inchesfom. (clrcle ohe)

Aerosal spray application:
QO Spray carriers for saconds, oruntlf thoroughly wet, at a dislance of fo Inches/em.

Organlc Soll Load
Q 1% fetat bovine serum (minimum level that can ba tasted)
4 6% fetal bovine serum
O0lher.
mber of Carrlers to he Tested

& One (typleal for U.S, EPA submlsslon)
Q Five {required for broad-spectrum virucidal claims for Health Canada submisslon)

(@) Dadon U5 11237 35 e 9G]
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“IRAY BOTTLES USED N ~3 TING' flonen” pplicable for spray products
10 @Adure expoglad lavels tr s atiuel ure Jallveray, » Is retommended thal the Sponsor provide the spray botiles

usad it lesting, Ploaso Indicale he deslred sotirce-af the sprayer botlles usad Jn festing:

0 Sprayer(s) and bollle(s) are provided by the Sponsor

O Ganeral purposa spray bollha%s) ‘are to be provided by Accuratus Lab Services

O The spray rozzle(s) ata provided by the Sponsor and ganaral purpose bottls(s) will be provided by Accuratus

Lab Services
'REGULATORY AGENCY(S) THAT MAY REVIEW DATA
B US. EPA

O  Health Canada
G Therapeulic Goods Administration (Ausirallan TGA)
O  Notapplicable - For internalfother use only (Efflcacy result will be based on U8, EPA requirements)

CONPLIANCE.
-Sludy to be performed under EPA Good Laboratory Practice regulations (40 CFR Part 160} and in accordanca fo
standard operating procedures.

& Yes
Q No (Non-GIP or Development Study)

PROTOCOL MOBIFICATIONS
O Approved wilhout motlification
] App;?\éed with modmcalfon

Lore, 1. M%egza\a—\ |"\J'nvxn\j*\-c -‘

PROTOCOL ATTACHMENTS

Supplsimanial Infomiellon Form Aftached - [4 Yes O No

TEST SUBSTANCE SHIPMENT STATUS

{Tids séotion is for Informational ptiiposas anly.)

M Test Stbslance Is already presépt-al Aucuratus 1.ab Services,

0O Test Substance has been or wil ba-ghipped to Accuratus Lab Services.

Date of expected receipt at Accuratus Lab Services: -
O Test Substance to be hand-delivared (must arrlve by noen at least ona day prior to tastlng or other
arrangements made with the Study direclor).

TESTING FAGILITY MANAGEMENT VERIFICATION OF 40 GFR PART 460 SUBPART B {160.31(D})

Identily, strength, putlty, and unlformity, as appllcable, of the test lots has been or will be completed prior to efficacy
testing: & Yes 1 No* 1 Not required, Non-GLP testing requested

If yes, testing was or will be patformad following 40 CFR Part 160 GLP regulations: ¥ Yes 1 No*

‘Opllonal informetion to completa  wpplicable;
If provided, the

W A Gerllficate of Ahalysis {C u n) may ba provided for each lot of test eubstance.
C of A will be appended to the report,
i Testing has been or will be conducted under protocol or study #:

REK01080118.CHR.1

Stabllity testing of the formulation has been or will be completed prior to or concurrent with efficacy tasting;
B Yes 1 No* O Not required, Non-GLP testing requested

If yos, 1esting was or will be performed following 40 CFR Part 160 GLP regulations: B Yes O Mo*

Opfional Infotmation o Golyinlete as applicable:

‘O Testing has-bean ar will be conductad under profocol or study #:

*If testing Informalion js not provided or is not performed following GLP regufations, this wilt be indicated in the GLP
compllance statement of the final report.
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PROPRIETARY INFORMATION

THIS DOCUMENT IS THE PROPERTY OF AND CONTAINS PROPRIETARY INFORMATION OF ACCURATUS
LAB SERVICES. NEITHER THIS DOCUMENT, NOR INFORMATION CONTAINED HEREIN IS TO BE
REPRODUCED OR DISCLOSED TO OTHERS, IN WHOLE OR IN PART, NOR USED FOR ANY PURPOSE
OTHER THAN THE PERFORWMANCE OF THIS WORK ON BEHALF OF THE SPONSOR, WITHOUT PRIOR
WRITTEN PERMISSION OF ACCURATUS LAB SERVICES.

APPROVAL'S  IATUP=®

SPONSOR:

NAME: _ Mz, Kelly Whitshead TITLE: Reséarch Assoclate .
SIGNATURE; pATE QS gg@ B0t ﬂé _
PHONE;__ (201} 476 - 7766 _ EMAIL:__kelly.whitshead@rb.com

For corfidentialily pumposes, study informatlon wil be refeased only to the sponsor/representative signing tho
protocol (above) unless other individusls are specifically authorized in writing to receive study information.

Other individuals authorfzed to recelve information regarding this study: [ See Attached

Accurafus Lab Services:

NAME: N\W'-LL) M {Jr“

Sludy Director

SIGNATURE; ‘4\06%, f)//l()«c&/é—/ : patE, |© 1 (a—.(,iJ/

7 (7 {/ Study Dlrector
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